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DETAILED ACTION 

1. Applicant's amendment, filed 1/30/08, is acknowledged. 

Claims 1-8, 16-25, 27-33, and 35-39 have been amended. 
Claims 41-46 have been added. 
Claims 1-13 and 15-46 are pending. 

2. Applicant's election with traverse of group III, drawn to a 
method of tolerising a population of cells comprising 
administering a tolerogenic peptide to a subject, claims 1-2, 6- 
7, and 41-43, in the reply filed on 1/30/08 is acknowledged. 
Applicant has further elected SEQ ID NO: 4 as the species of 
peptide . 

Applicant's traversal is on the grounds that the PCT 
Examiner did not make a lack of unity finding at the 
international stage of this Application. However, the findings 
of another agency at the international stage are not relevent to 
the prosecution of the instant U.S. application. 

Applicant further argues that the restriction is improper, 
since Izumi et al . do not disclose a pharmaceutical composition, 
as recited in the instant claims, since the reference makes 
absolutely no disclosure about administering said composition to 
a subject. Group V is directed to a product, a composition 
comprising a target antigen in a pharmaceutically acceptable 
carrier. The limitation of a composition for " tolerisation of 
an individual" refers to an intended use of the claimed 
composition, and carries no patentable weight in the absence of 
a structural difference. Izumi et al . disclose a composition 
comprising mammalian cell cultures expressing an LMPl-flag 
fusion protein. Since cell culture medium is not incompatible 
with physiologic activity, said medium can be considered a 
pharmaceutically acceptable carrier. Thus, the composition 
comprising LMPl-flag is structurally identical to the 
"pharmaceutical" composition of the instant claims. 

Applicant further argues that the Examiner has not 
adeguately explained why there is no single general inventive 
concept, since no reasoning has been provided as to how the 
Izumi et al . reference provides justification for dividing the 
remainder of the claims up into 8 different groups. Unity of 
invention reguires the claims to share a special technical 
feature that defines the contribution as a whole over the prior 
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art. Since the invention of group V lacks a special technical 
feature that defines the contribution over the prior art of 
Izumi et al . , the claimed invention, considered as a whole, is 
not linked by a special technical feature and there is no single 
general inventive concept. 

Applicant further argues that the entire claim set shares 
the common special technical feature of peptides that can be 
used to induce tolerance to a target antigen in an individual. 
However, as noted above, the intended use limitation of the 
product of group V does not carry any patentable weight, and 
thus the product of group V does not have a special technical 
feature that defines the contribution over the prior art of 
Izumi et al . 

Applicant further argues that groups I-IV share a common 
special technical feature since they involve inducing tolerance, 
and relate to the same inventive concept. However, unity of 
invention reguires the invention as a whole to share a special 
technical feature. 

The requirement is still deemed proper and is therefore 
made FINAL. 

Therefore, Claims 3-5, 8-13, 15-40, and 44-46 are withdrawn 
from further consideration by the examiner, 37 CFR 1.142(b), as 
being drawn to a non-elected invention. 

Claims 1-2, 6-7, and 41-43 read on the elected invention 
and are being acted upon. 

3. The disclosure is objected to because it contains embedded 
hyperlinks and/or other form of browser-executable code on pg. 
34. Applicant is required to delete the embedded hyperlink 
and/or other form of browser-executable code. See MPEP §608.01. 

4. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, concise, 
and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 1-2, 6, and 41-43 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written 



Application/Control Number: 10/519,044 
Art Unit: 1644 



Page 4 



description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the 
inventor (s), at the time the application was filed, had 
possession of the claimed invention. Specifically, there is 
insufficient written description to demonstrate that applicant 
was in possession of the claimed genus of tolerogenic peptide 
seguences "from EBV LMP1 or LMP2 protein". 

The instant claims are drawn to a method of tolerising a 
cell comprising administering a tolerogenic peptide "from EBV 
LMP1 or LMP2 protein. The claims are not clearly limited to 
peptides from EBV encoded LMP1 or EBV encoded LMP2, but might 
reasonably encompass any peptide from "EBV" (i.e. from any type 
of EBV encoded protein such as EBV nuclear antigens, lytic 
antigens, etc.). Furthermore, the claims might encompass 
peptides from LMP1 or LMP2 proteins derived from other viruses. 
These peptides would all be structurally different since they 
are derived from structurally and functionally different 
proteins. In contrast to the broad range of structurally 
different peptides encompassed by the claims, the instant 
specification only discloses peptides derived from EBV encoded 
LMP1 and EBV encoded LMP2 . Thus, one of skill in the art would 
conclude that the specification fails to provide adequate 
written description to demonstrate that Applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F. 3d 1559, 
43, USPQ2d 1398. 

5. The following is a guotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published 
under section 122(b), by another filed in the United States before the 
invention by the applicant for patent or (2) a patent granted on an application 
for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the 
treaty defined in section 351 (a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the 
international application designated the United States and was published under 
Article 21(2) of such treaty in the English language. 
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6. Claims 1-2, 6-7, and 41-43 are rejected under 35 
U.S.C. 102(b) as being anticipated by Meij et al . , 1999, as 
evidenced by Dukers et al . , 2000 (of record). 

Meij et al . teach immunizing mice with a 386 amino acid 
recombinant EBV encoded LMP1 protein (see page 1109 in 
particular) . As evidenced by Dukers et al . , said recombinant 
LMP1 protein comprises the seguence of SEQ ID NO: 4 of the 
instant application (see page 664 and Table I in particular, 
residues 16-35) . Thus, the recombinant LMP1 protein of Meij et 
al. can be considered a fusion protein comprising the 
tolerogenic peptide SEQ ID NO: 4 (i.e. amino acids 16-35) linked 
to a "target antigen" (i.e. amino acids 36-386 of LMP1). 
Furthermore, since the mice produce antibodies to the EBV 
encoded-LMPl protein, they can be considered "seropositive" for 
EBV. Additionally since Meij et al . have administered said LMP1 
protein comprising a tolerogenic peptide and a target antigen 
directly to a subject, as recited in the instant claims, they 
must have inherently contacted antigen presenting cells and 
tolerised a cell population of the subject to the target 
antigen . 

Thus, the reference clearly anticipates the invention. 

7. Claims 1-2, 6-7, and 41-43 are rejected under 35 102(e) as 
being anticipated by WO 03/048337, as evidenced by Dukers et. 
al . , 2000 (of record) . 

WO 03/048337 teaches administering EBV encoded LMP1 protein 
to a subject (see page 5 in particular) . As evidenced by Dukers 
et al., said EBV encoded LMP1 protein comprises the seguence of 
SEQ ID NO: 4 of the instant application (see page 664 and Table 
I in particular, residues 16-35) . WO 03/048337 also teaches 
that the LMP1 protein can be in the form of a fusion protein 
with an antigenic tag (i.e. a target antigen, see page 36 in 
particular). WO 03/048337 also teaches that the subject 
produces antibodies to the LMP1 protein, and thus the LMP1 
protein is administered to a subject "seropositive" for EBV (see 
page 5 and 8 in particular) . Additionally since WO 03/048337 
teaches administering an LMP1 protein comprising the tolerogenic 
peptide of SEQ ID NO: 4 and a target antigen directly to a 
subject, as recited in the instant claims, they must have 
inherently contacted antigen presenting cells and tolerised a 
cell population of the subject to the target antigen. 
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Thus, the reference clearly anticipates the invention. 

8. Claims 1-2, 6-7, and 41-43 are rejected under 35 102(e) as 
being anticipated by U.S. Patent 6,642,008, as evidenced by 
Dukers et. al . , 2000 (of record). 

The x 008 patent teaches administering EBV encoded LMP1 
protein to a subject seropositive for EBV (see column 7-8 and 
15, in particular). As evidenced by Dukers et al . , said EBV 
encoded LMP1 protein comprises the sequence of SEQ ID NO: 4 of 
the instant application (see page 664 and Table I in particular, 
residues 16-35) . The '008 patent also teaches that the LMP1 
protein can be in the form of a fusion protein with other 
proteins or EBV epitopes (i.e. target antigens, see column 15 
and 22 in particular) . Since the v 008 patent teaches 
administering an LMP1 protein comprising the tolerogenic peptide 
of SEQ ID NO: 4 and a target antigen directly to a subject, as 
recited in the instant claims, they must have inherently 
contacted antigen presenting cells and tolerised a cell 
population of the subject to the target antigen. 

Thus, the reference clearly anticipates the invention. 

9. No claim is allowed. 

10. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Amy E. 
Juedes, Ph.D. whose telephone number is 571-272-4471. The 
examiner can normally be reached on 8am - 5pm, Monday through 
Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Eileen O'Hara can be 
reached on 571-272-0878. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 

(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have guestions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . If you would 
like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 

(IN USA OR CANADA) or 571-272-1000. 



Amy E. Juedes, Ph.D. 
Patent Examiner 
Technology Center 1600 



/G.R. Ewoldt/ 

Primary Examiner, Art Unit 1644 



